
Ortho itiolecula~ Producrs lrx 

3(117 Busmess Park Drive 

PO 30x 1063 

Stevens Point, WI 5448 I 
715 3429891 Phone 

800332 2351 

7 15 342 9866 Fax 
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O ffice of Special Nutritional (HFS-450) 
Center for Food Safety and Applied Nutrition 
U.S Food and Drug Administration 
5 100 Paint Branch Parkwa\ 
College Park. MD 20740-3835 

Monday. August 23. 2004 

Dear Sir/Madam: 

This letter will serve as notification: pursuant to section 403 (r)(6) of the Federal Food. Drug. and 
Cosmetic Act and 2 1 CFR 10 1.93. that Ortho Molecular Products. Inc. is using the following claim on its 
label (see attached labels on page 2). 

Name of Manufacturer: OTtho Molecular Products. Inc. 
30 17 Business Park Drive 
P.O. Box 1060 
Stevens Point, WI 54481 

Statement Text: Intlamma-bLOX 

Dietary Ingredients: Skullcap Root Exrct (Standardized to contain 30% flavones: S. baicalensis). Bee 
Propolis Extract 2X Turmeric Root Extract (Standardized to contain 95% Curcumin), Graminex G60 
(Pollen Extract). Ascorbvl Palmitate. Microcrystalline Cellulose. and Silicon Dioxide. 

Dietary Supplement Name: Inflamma-bLOX 

As required, enclosed are two photocopies of this notification. 

I tee that the information presented and contained in this notice is complete and accurate. and that 
Or-the Molecular Products. Inc. has substantiation that the statement is truthful and not misleading 

Sincerely. 

Deborah Zurawski- 
Quality Assurance Manager 
Ortho Molecular Products 

97s 0162 LET /q4 73 
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Orthc Molecular Productz lnc 

3 0 I 7 Bwness Park Drive 
PO Box 1060 

‘itevens Polnr. WI 54481 
715 342 9881 Phone Attachement of Inflamma-bLOX Labels 

8003322351 
715 342 9866 F.?X 

orthomolecularproducts con- 

Suggested Use As a dtetary supplement, 3 capsules 2 times per day 
or as recommended by your health care professional 
Formulated to be free of the folIowIng Gluten egg dairy, peanuts 
soy yeast, arbflclal colols and flavors 
This product Contans the f”ll”WlnQ POtentlal allerQens Pollen 
If “0” are pregnant “1 nurs,ng, consult your phywan beiwe taking 
lhls product As with all dietary supplements. some mdtvlduals may 
nol tolerate or may be allergic lo the moredlents used Please read the 

Supplement Facts 
Serwng I&? 6 Capsules 
Serwngs Per Contatner 15 

Amount Per % Daily 
6 caps.ules contain Servmg Value 

Skullcap Root Extract 1400mo * 

arid consult your physIcian if you have negative reactlons upon 
nqredlent panel carefully prior to mgeibon Cease taking this product 

ingestIon Keea container tightly clasel Store at mom temperature 
Keep out at reach of children -bL + Bee Propolis Extract 2X 950 mg * 

g $j 
8” 

(Standar&d to contain 30%tlav”nes, S biwlens,s) 

This product was sealed for your protfchon Do not use If “uter 
logoed neck st!al or Inner-seal IS rmss~ng “1 damaged 
Label IO L-CMPlQ’l 607090 A 

Turmeric Root Extract 650nlQ * 
(St*zed to contam 95% Curcumm) 

E$ 
8= 

i60 1Pdlen Exiradl700 mo - + 3.z GramwxG , 1 

* % Daly Value not establlshed 

Mher Ingredtents Natural @able capsules This product may conla,” 
one or mm of the lollowng Ascorbyl Palmlfale M~clocrystall~ne Cellulose 

4 
1 z 

and Sllcon Dnnde g-ii 

Suggasted Use As a dleiary supplement, 3 capsules 2 times per day or 
as recommended by your health care professlonal 
Formulated to be free of the following Gluten, egg, dairy, peanuts, 
soy, yl:ast, arbflclal colors and flavors 
This product contains the followlng potential allergens Pollen 
If you are pregnant or nursing, consult your physIcIan before taking this 
prod0 As with all dietary supplements, some lndlvlduals may not tolerate 
or mai, be allergic to the lngredlents used Please read the mgredlent panel 
carefully prior to IngestIon Cease taking this product and consult your 
physic Ian d you have negattve reactlons upon IngestIon Keep contarner 
bghtly closed Store at room temperature 
Keep out of reach of clilldren 
This product was sealed for your protection Do not use rf outer logoed 
necK sear or Inner-seal IS mlssmg or oamagea 

Label III L-OMPlOO-607180~A 41~0 Excellent fw: 

Because Eficacy Matters” 

Supplement Facts 
Servmq nze 6 Capsules 

I Servin$ Per Contamer 30 

Amount Per % Dallv 

I 6 capsules contam Serwng vah4e~ 

Skullcap Root Extract 1400mg * 
(Standardized to c”nta,n 30% ilavones, S ba calense) 
Bee Propolls Extract 2X 950 mg * 
Turmeric Root Extract 650mg * 
(Standardized to contan 95% Curcurn~n) 
Grammex G60 (Pollen Edract) 700 mg * 

I * % Dally Value not estabkshed 

Other lngredtents Natural vegetable c:apsules This 
product may contain one or more of the followng 
Ascorbyl Palmitate, MIcrocrystallIne Cellulose and 
Stllcon Dioxide. 
tThis statement has not been evaluated by the Food and 
Drug AdmlnlstratIon This product IS not Intended to dlag~ 
nose, treat, cure or prevent any disease 
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